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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 Responsive to communication(s) filed on 27 October 2003 . 
2a)D This action is FINAL. 2b)[x] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1 -3, 5-7,9-11,13,15-17, 25, 26 and 28-32 is/are pending in the application. 

4a) Of the above claim(s) 10,25,26,28-30 and 32 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |El Claim(s) 1-3,5-7,9.11,13,15-17 and 31 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)\3 accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
Priority under 35 U.S.C. §§119 and 120 

1 2) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAil b)D Some*c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) O Notice of Informal Patent Application (PTO-1 52) 

3) [X] Information Disclosure Statement(s) (PTO-1449) Paper No(s) 10/27/03 . 6) □ Other: 
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DETAILED ACTION 

Election/Restrictions 

1. In the response to restriction requirement filed on October 27, 2003, claims 1, 2, 5, 11 
and 17 have been amended, claims 4, 8, 19 and 22 have been cancelled, and new claims 29-32 
have been added, thus, claims 1-3, 5-7, 9-11, 13, 15-17, 25, 26 and 28-32 are pending. 
Applicant's election with traverse of Group 21, claims 3, 5-7, 9 and 11, drawn to a 
polynucleotide encoding a polypeptide related to SEQ ID NO:l 1 or a polynucleotide related to 
SEQ ID NO: 22, a cell transformed with the polynucleotide, and a method for producing a 
polypeptide related to SEQ ID NO:l 1 is acknowledged. The traversal is on the ground(s) that 
the unity of invention standard should be applied in the instant application which is in a national 
stage, the specific provisions of the administrative regulation under the PCT and MPEP strongly 
support a finding of unity of invention among all the claims in the present case, and minimal 
burden to search additional claims such as claims 13, 15 and 28-32 under U.S. practice (pages 8- 
12 of the response). Applicants also request rejoinder of the method claims upon allowance of 
product claims under U. S. practice (page 12 of the response). The response has been 
considered, the argument is found persuasive regarding unity of invention exists between claims 
to polypeptides and claims to polynucleotides which encode the polypeptide, however, regarding 
antibody, which specifically binds to the polypeptide (claim 10), and a microarray, which refers 
to an arrangement of a plurality of polynucleotides (claims 29 and 30), the argument is not 
persuasive because the antibody and the microarray are distinct chemical entities from the 
polypeptide and the polynucleotide encoding the polypeptide. Regarding the burden of search, 
coexamination of each of the additional groups would require additional search of different art 
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area. The restriction groups have acquired a separate status in the art as a separate subject for 
inventive effect and require independent searches. The search for each of the invention is not 
coextensive particularly with regard to the literature search. A reference which would anticipate 
the invention of one group would not necessarily anticipate or make obvious any of the other 
group. The literature search, particularly relevant in this art, is not co-extensive and is much 
more important in evaluating the burden of search. Burden in examining materially different 
groups having materially different issues also exist. Upon reconsideration, claims 1-3, 5-7, 9, 1 1, 
13, 15-17 and 31, which are directed to a polypeptide, a polynucleotide encoding the 
polypeptide, a cell transformed with the polynucleotide, a method for producing the polypeptide, 
and a first method of using the polynulceotide, are examined. See 37 C.F.R. 1.475 on Unity of 
Invention. 

The examiner has required restriction between product and process claims. Where 
applicant elects claims directed to the product, and a product claim is subsequently found 
allowable, withdrawn process claims that depend from or otherwise include all the limitations of 
the allowable product claim will be rejoined in accordance with the provisions of MPEP § 
821.04. Process claims that depend from or otherwise include all the limitations of the 
patentable product will be entered as a matter of right if the amendment is presented prior to 
final rejection or allowance, whichever is earlier. Amendments submitted after final rejection 
are governed by 37 CFR 1.116; amendments submitted after allowance are governed by 37 CFR 
1.312. 

In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully 
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examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101, 102, 
103, and 1 12. Until an elected product claim is found allowable, an otherwise proper restriction 
requirement between product claims and process claims may be maintained. Withdrawn process 
claims that are not commensurate in scope with an allowed product claim will not be rejoined. 
See "Guidance on Treatment of Product and Process Claims in light of In re Ochiai, In re 
Brouwer and 35 U.S.C. § 103(b)," 1 184 O.G. 86 (March 26, 1996). Additionally, in order to 
retain the right to rejoinder in accordance with the above policy, Applicant is advised that the 
process claims should be amended during prosecution either to maintain dependency on the 
product claims or to otherwise include the limitations of the product claims. Failure to do so 
may result in a loss of the right to rejoinder. 

Further, note that the prohibition against double patenting rejections of 35 U.S.C. 121 
does not apply where the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP § 804.01. 

Informalities 

The disclosure is objected to because of the following informalities: 

2. The specification cites a web address (at page 15, lines 9 and 13, page 54, line 6) in the 
form of a hyperkink and/or other forms of browser-executable code, which is impermissible and 
require deletion. Appropriate correction is required. 

3. Table 2 (page 75) recites SEQ ID NO: 1 1 having 260 amino acids, several potential 
phosphorylation sites and signature sequences. However, SEQ LD NO:l 1 in the sequence listing 
has 269 amino acids. It appears that SEQ ID NO: 1 1 of the sequence listing corresponds to SEQ 
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ID NO:7 of Table 2, which encodes by nucleotide sequence of SEQ ID NO: 18 of Table 1. 
Appropriate correction is required. 

Claim Rejections - 35 USC §101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

4. Claims 1-3, 5-7, 9, 1 1, 13, 15-17 and 31 are rejected under 35 U.S.C. 101 because the 
claimed invention is not supported by either a specific and substantial asserted utility or a well- 
established utility. The claims are directed to a polypeptide comprising an amino acid sequence 
of SEQ ID NO:l 1, an amino acid sequence having at least 90% sequence identity to SEQ ID 
NO: 1 1 or a biologically active fragment of a polypeptide comprising SEQ ID NO:l 1 (claims 1, 
2); a composition comprising the polypeptide (claims 16, 17); a polynucleotide encoding the 
polypeptide (claims 3, 5, 6), a polynucleotide comprising SEQ ID NO:22 or a nucleotide 
sequence having at least 70% sequence identity to SEQ ID NO:22 (claim 1 1) or the fragment 
thereof (claim 31); a cell comprising the polynucleotide (claim 7); a method of producing the 
polypeptide (claim 9); and a method of detecting a target polynucleotide in a sample by 
hybridizing with a probe or by amplifying the target polynucleotide or fragment thereof (claims 
1 3 and 1 5). The polypeptide of SEQ ID NO: 1 1 (HCPN-1 1 , a human chaperone protein) is 
disclosed as a polypeptide having homology to the family of DnaJ protein. The specification 
indicates that DnaJ chaperones work in concert with Hsp70, and DnaJ interacts with ATPase 
domain of Hsp70; the family of DnaJ protein has an N-terminal approximately 70 amino acid 
signature sequence called J-domain, which is required for interactions with Hsp70, and the 
tripeptide HPD seems to be particularly important for this interaction (page 2, lines 12-21). The 
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specification also indicates the polypeptide of SEQ ID NO:l 1 (corresponding to SEQ ID NO:7 
of Table 2) contains 269 amino acid residues, has DnaJ domains of E6-E71 and F12-S81, and 
exhibits DnaJ family signatures of A21-D40, E25-K41, F51-E71, R31-K90 and C104-F114 (see 
Table 2, SEQ ID NO:7). The conclusion that SEQ ID NO:l 1 being a member of the family of 
DnaJ protein is based on the polypeptide having DnaJ domain and signature sequences, although 
Table 2 (SEQ ID NO:7) indicates there is DnaJ homolog, Hljip (S. cerevisiae) g972936 
identified by BLAST, however, the specification does not disclose the sequence identity between 
SEQ ID NO: 1 1 with g972936 or a known DnaJ protein. Therefore, it would be necessary to 
have information like function or activity of the protein to confirm the identity of polypeptide of 
SEQ ID NO:l 1 as a member of DnaJ family. However, the specification does not disclose a 
specific function or activity for the polypeptide of SEQ ID NO:l 1. Although the specification 
(Table 3) shows the tissue-specificity and diseases associated with the expression of nucleotide 
sequence encoding the polypeptide of SEQ ID NO:l 1 (HCPN-1 1, page 23, lines 26-34), e.g., the 
predominant expression in disease tissues such as cancerous, cell proliferation, and inflammatory 
tissues, and the claimed polypeptides are useful in the diagnosis, prevention and treatment of 
autoimmune/inflammatory and cell proliferative disorders, and in the development of drugs to 
treat these disorders (pages 35-37), however, the direct correlation between the disease and the 
polypeptide is not revealed, and the outcome for the treatment of a disease using a composition 
comprising the polypeptide and the effect of the compounds found by the screen method in 
treating the disease are not demonstrated. For these reasons, the instant invention does not 
possess a specific or a well-established utility, although there is a general utility that is applicable 
to the broad class of DnaJ proteins. The utility is not a substantial utility because it requires 
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further research to identify or reasonably confirm a "real world" context of use. Basic research 
to characterize the claimed invention, use in an assay to identify modulators of the instant 
invention, production of antibodies to identify other related proteins or use of polynucleotides to 
identify other related sequences do not constitute substantial utilities. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 1-3,5-7,9, 11, 13, 15-17 and31 are also rejected under 35 U.S.C. 112, first 
paragraph. Specifically, since the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility for the reasons set forth above, one skilled 
in the art clearly would not know how to use the claimed invention, 

6. Claims 1,3,6,7,9, 11, 13, 15, 16and31 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Claims 1, 3, 6, 7, 9, 1 1, 13, 15, 16 and 31 are directed to a polypeptide comprising an 
amino acid sequence of SEQ ID NO:l 1, an amino acid sequence having at least 90% sequence 
identity to SEQ ID NO: 1 1 or a biologically active fragment of a polypeptide comprising SEQ ID 
NO: 1 1 (claim 1); a composition comprising the polypeptide (claim 16); a polynucleotide 
encoding the polypeptide (claims 3, 6), a polynucleotide comprising SEQ ID NO:22 or a 
nucleotide sequence having at least 70% sequence identity to SEQ ID NO: 22 (claim 1 1) or the 
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fragment thereof (claim 31); a cell comprising the polynucleotide (claim 7); a method of 
producing the polypeptide (claim 9); and a method of detecting a target polynucleotide in a 
sample by hybridizing with a probe or by amplifying the target polynucleotide or fragment 
thereof (claims 13 and 15). The specification indicates that the polynucleotide has at least 70% 
sequence identity to SEQ ID NO:22 or comprises at least 60 contiguous nucleotides (page 5, line 
32-page 6, line 4); and the polypeptide has at least 90% sequence identity to SEQ ID NO:l 1 or a 
biologically active fragment of SEQ ID NO:l 1 (page 6, line 28-page 7, line 4). However, the 
specification does not specify which portion of the polypeptide is identical to SEQ ID NO:l 1, 
which fragment of SEQ ID NO:l 1 is biologically active, which portion of the polynucleotide is 
identical to SEQ ID NO:22, or which fragment of SEQ ID NO:22 encodes a biologically active 
fragment. There is no disclosure indicating all the sequences having at least 90% sequence 
identity to SEQ ID NO:l 1 are functional, and the specification has not identified any biologically 
active fragment of SEQ ID NO:l 1. Without guidance for structure to function/activity, one 
skilled in the art would not know which region or residue(s) of SEQ ID NO: 1 1 is essential for 
function/activity and how to identify a functional polypeptide. The lack of a structure to 
function/activity relationship and the lack of representative species for the polypeptide having at 
least 90% sequence identity to SEQ ID NO:l 1, the biologically active fragment of SEQ ID 
NO:l 1, the polynucleotide having at least 70% sequence identity to SEQ ID NO:22, or the 
fragment of SEQ ID NO:22 as encompassed by the claims, applicants have failed to sufficiently 
describe the claimed invention, in such full, clear, concise terms that a skilled artisan would not 
recognize applicants were in possession of the claimed invention. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 16 and 17 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

8. Claims 16 and 17 are indefinite as to "an effective amount " it is not clear what the 
effective amount of the polypeptide would do. 

Conclusion 

9. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571) 272-0951. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 872-9306 for regular 
communications and (703) 308-4227 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Chih-Min Kam, Ph. D. Oi £ 
Patent Examiner 
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